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DETAILED ACTION 
Status of the Claims 

1. Claims 1, 4, 5, 9, 12, 13, 31 and 32 are pending. 

Applicants' amendment filed November 17, 2006 is acknowledged, and applicants' 
response has been fully considered. Claims 1, 12 and 31 have been amended. Thus, claims 1, 4, 
5, 9, 12, 13, 31 and 32 are examined. 

Withdrawn Claim Rejections - 35 USC S 102 

2. The previous rejection of claims 1, 4, 5, 9, 12, 13, 31 and 32 under 35 U.S.C. 102(b) as 
being anticipated by Binder (WO 95/30431), is withdrawn in view of applicants' amendment to 
the claim, and applicant's response at page 4 in the amendment filed November 17, 2006. 

Claim Objections 

3. Claim 1 is objected to because of the use of the term " to the face of a mammal with a 

face pain is not due to a headache". Use of the term . .. to the face of a mammal with a face 
pain, wherein the face pain is not due to a headache". See also claims 12 and 31. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 1, 4, 5, 9, 12, 13, 31 and 32 are rejected under 35 U.S.C. 1 12, first paragraph, as 
faiUng to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 



« 
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in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claims 1, 4, 5, 9, 12, 13, 31 and 32 are directed to a method of treating or alleviating a 
face pain, the method comprising the step of peripheral administration of a therapeutically 
effective amount of a botulinum toxin to the face of a mammal with a face pain, wherein the face 
pain is not due to a headache, wherein the peripheral administration is carried out by 
intramuscular administration of the botulinum toxin, and wherein the face pain is not associated 
with a muscle disorder. While the specification indicates that the present invention provides an 
effective, long lasting, non-surgical method to treat pain, particularly pain which is not 
associated with a muscle disorder or headache (page 19, line 27 to page 20, line 1), and a patient 

« 

with nasopharyngeal tumor type pain (having pain in the lower left cheek; face pain) is treated by 
a bolus injection of about 10-35 units of botulinum toxin type A intramuscularly to the cheek 
(Example 4), the specification does not disclose the use of a botulinum toxin to treat various 
types of face pain, e.g., trigeminal neuralgia (see attached definition) or atypical facial neuralgia 
is also a face pain, not due to a headache or associated with a muscle disorder. A single species 
of face pain (i.e., nasopharyngeal tumor type pain) to be treated does not provide written 
description for various types of face pain in the claimed method. The lack of description on the 
treatment of various types of facial pain using the botulinum toxin and the lack of representative 
species as encompassed by the claims, applicants have failed to sufficiently describe the claimed 
invention, in such fiiU, clear, concise terms that a skilled artisan would not recognize applicants 
were in possession of the claimed invention. 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of35U.S.C.112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming 
the subject matter which the applicant regards as his invention. 

4. Claim 13 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 3 recites the limitation "wherein the botulinum toxin is selected from the group 
consisting of botulinum toxin types A, B, Ci, D, E, F and G" in lines 1-3. There is insufficient 
antecedent basis for this Umitation in the claim because the independent claim (claim 12) only 
recites botulinum toxin type A. 

Conclusion 

5. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Chih-Min Kam whose telephone number is (571) 272-0948. The 
examiner can normally be reached on 8.00-4:30, Mon-Fri. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Kathleen Bragdon can be reached at 571-272-0931. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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